###### Strengths and limitations of this study

-   Based on two targeted surveys and a national survey, findings are consistent across demographic groups and across the USA, making our conclusions robust.

-   The findings form a template that could be used by clinicians when engaged in shared-decision making to elicit truly informed consent from the patient.

-   The survey questions had to be limited to be practical, so in any specific, real-life situation additional questions may be asked by a reasonable patient.

-   Findings about the out-of-pocket costs of a procedure probably apply only to patients in the USA where out-of-pocket costs may be enormous.

-   Our survey was limited by requirements to read English and have electronic access.

Introduction {#s1}
============

The human right to self-determination in healthcare is a hallmark of instruments promulgated by the United Nations. Rights are specifically described for children, persons with disabilities and older persons. These call for the highest standards attainable for children's health,[@R1] for treatment of illness or rehabilitation of the disabled,[@R2] and for maintenance of optimum health as people age.[@R3] The patient's right to know certainly extends to knowing the risks and benefits of prescription medications. For example, based on a recent court decision in the UK involving off label and unlicensed medication prescribing, consent laws now call for patients to receive all information that a patient deems important, and not just what the physician thinks is important.[@R4] However, unless the patient is harmed by denial of sufficient information to exercise their rights to make an informed decision about off-label prescriptions, there is no legal standing for compensation. In our opinion, the human rights of patients to self-determination in healthcare can only be attained through a balanced process of shared-decision making between patient and clinician.

While the idea of shared-decision making between patient and clinician has been around many decades, based on peer-reviewed citations, the concept has gained momentum since 2012.[@R5] The culmination of shared-decision making is that the patient consents to the mutually agreed procedures to be performed or not performed. The old standard calling for information that 'reasonable clinicians' feel their patients need to know is giving way to the new standard defined by what a reasonable patient wishes to know. However, a study of recorded conversations between clinicians and a patients that may need percutaneous coronary intervention (PCI) found that only 3% of the patients received all eight elements necessary for informed decision making.[@R6] A recent court ruling in the UK has upheld the patient-centred, informed-consent standard and about half of the USA states use 'reasonable patient' as the basis for administering informed consent.[@R7] In the past, the 'reasonable patient' standard has been ill-defined and abstract; our intent is to better-define the information wishes of a reasonable person when facing the possibility of an invasive procedure.[@R8] There is a natural conflict between respect for patient autonomy in making an informed decision and the practical aspects of how a clinician delivers information to a 'reasonable patient' to fulfil the ethical principle of autonomy.

The question then becomes, 'What does a reasonable patient wish to know?' Typically, that is answered after the fact in specific cases where a patient may allege that he was not given sufficient information to make an informed decision.[@R9] One example involved a case where a man's family was not given enough information about his defibrillator replacement to make an informed decision.[@R10] Patient preferences were not elicited by the clinician. A court in the UK decided that a woman was not given sufficient information on the 1% risk of shoulder dystocia from a vaginal versus a Caesarian delivery to make an informed decision.[@R11] To our knowledge, no investigators have attempted to define the information needs of a reasonable patient in a general way that applies to care during hospitalisation. To some extent the survey was driven by stories of patient advocates who have experienced harm and, in retrospect, wish they had known more about the risks of their treatment, device, or medication. We hypothesised that such wishes could be generalised into information a 'reasonable patient' would want to know.

Goal {#s2}
====

Our primary goal was to establish the descriptive intensity (scale of 1--5, with 1 being 'definitely no' and 5 being 'definitely yes') by which answers to general questions are desired by a reasonable patient before giving consent for an invasive procedure, prescription drugs, or medical devices that could pose a risk of avoidable harm. Our secondary goal was to characterise heterogeneity, such as gender and age, in the survey groups that may be associated with intensity variations in what a reasonable patient wishes to know.

Methods {#s3}
=======

Our survey-study proposal ([online supplementary file 1](#SP1){ref-type="supplementary-material"}) was approved by the Galveston College Institutional Review Board. Our search of peer-reviewed literature using 'reasonable patient survey' (15 November 2018) discovered only two partially relevant articles. One involved wishes of patients about anaesthesia risks in a Singapore hospital.[@R12] Another surveyed patients' opinions about presurgical informed-consent in a Jamaica teaching hospital.[@R13] In the latter study, 67% of the surveyed patients described their consent process as 'unsatisfactory'. We created a statement of a generic situation in which a hospitalised patient must make choices about their care after being stabilised on entry via the emergency department: *You are hospitalised in a large, urban, teaching hospital after being brought into its emergency room last night. The condition that brought you to the ER has been stabilised, but additional procedures may be necessary. The following 10 questions determine what you would like to know as a reasonable patient*. We developed a 10-question survey based on adverse experiences reported by members of the Patient Safety Action Network (formerly members of the Safe Patient Project of Consumers Union) and our knowledge of shortcomings with current informed consent practices as reflected in medical literature.
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The survey was developed in two forms. The first employed demographics to include age, gender, education level, race or ethnicity, and whether the survey taker has worked in a hospital ([online supplementary file 2](#SP2){ref-type="supplementary-material"}). This survey was administered via cell phone, without any means of coercion, to student nurses (and a few faculty) on 19 April 2018 at Galveston College, Galveston Texas during a presentation by Dr James. All present in the lecture hall were verbally recruited to take the survey at the start of the presentation, and then the survey results were shared at the conclusion of the talk. It was also administered to participants in the Health Professions Educators Summer Symposium (HPESS) Community via email request on 8 June 2018. The master-list of past participants in summer symposia was used as the recruitment tool. The latter included primarily mature academics involved in educating physicians, nurses and healthcare administrators.
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The second form of the survey, which was used for the US national survey, employed an identical scenario and questions, but the demographics were adapted to those offered by SurveyMonkey (SM) for a national survey ([online supplementary file 3](#SP3){ref-type="supplementary-material"}). These included age, gender, household income level and region of the USA. The national platform included survey takers across the USA that had been previously recruited by SM as part of their nationally representative database. The vast majority of the national survey takers used cell phones to answer the questions. The third survey was administered to the national audience on 22 October 2018.
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Each of the 10 questions could be answered at one of five intensity levels indicating the degree to which an answer is desired by the person taking the survey. The responses were as follows: definitely no (1.0), probably no (2.0), neutral (3.0), probably yes (4.0) and definitely yes (5.0). Formal statistical analyses were adapted to the qualitative nature of our study design. Final conclusions are word descriptions of the intensity of desire of a reasonable patient to have answers such as 'probably yes' or 'definitely yes'. Obvious trends in the data were captured graphically.

Statistics and factor analyses {#s3-1}
------------------------------

The data subjected to analyses were collected in three surveys (student nurses, HPESS and the national survey). For each survey, descriptive statistics were obtained and analyses of the results were performed using Stata (V.14.0). The means of the responses of the various groups for each subject category (eg, age, gender, etc) were tested for differences using methods that are appropriate for these categorical variables, which are not normally distributed. The non-parametric Kruskal-Wallis one-way analysis of variance by ranks was performed to test for differences between means and the Dunn test was used to identify pairs that differed significantly. Statistical significance, adjusted for false discovery, was established with p\<0.025.

Factor analysis with principal component factoring was utilised in all surveys to determine components that can explain the greatest portions of the total variance in responses among the questions. The goal of a factor analysis is to reduce the number of variables to explain and to interpret the results. Factor loadings were achieved by regression of scoring coefficients obtained with varimax rotation. The loaded factors (principal components) generated were analysed as described above for other variables.

Patient and public involvement {#s3-2}
------------------------------

The development of our research plan was a direct result of patient advocates' experiences with failed informed consent. These experiences led to formulation of many of the questions posed in our survey. Our results will be disseminated to the HPESS community once the study has been published. Results will be disseminated to student nurses at Galveston College through a presentation this spring. Our findings and suggested actions from our findings will be disseminated to patient advocates whose shared ideas and experiences powered this study. Those groups include the following: Patient Council of the Right Care Alliance, Patient Safety Action Network and members of Patient Safety America. We expect to widely share our findings with the general public (represented by our national survey) through media outlets such as ProPublica, with physicians through KevinMD and Veritas Health Care, and with nurses through Quality and Safety Education for Nurses.

Results {#s4}
=======

We targeted two groups from which to obtain responses because of the access we had to them and the expectation that their demographics would be different. The response rate from the student nurses was 99% (76/77) because it was taken during a lecture in which support was available if anyone had difficulty. Only one did. The response rate of the HPESS Community to the email request was 63/146=43%. The low response is likely due to busy professionals not having time to read and respond to all emails sent to them. Combined, the response rate of the two targeted studies was 62%. [Table 1](#T1){ref-type="table"} shows the diversity of demographics in the two groups that took initial surveys. The primary differences were in age, education level, race or ethnic origin, and hospital work experience ([online supplementary file 4](#SP4){ref-type="supplementary-material"}).
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###### 

Comparative demographics of targeted groups (two sample test of proportions)

  Demographic measure         Student nurses (n=76) (%)   HPESS community (n=63) (%)   P value
  --------------------------- --------------------------- ---------------------------- ----------
  Under 35 years of age       77                          3                            \<0.0001
  Female                      78                          70                           0.2755
  High school graduate        34                          2                            \<0.0001
  College graduate            65                          5                            \<0.0001
  Advanced degree             1                           93                           \<0.0001
  White or Caucasian          51                          84                           \<0.0001
  Black or African American   16                          3                            0.0151
  Hispanic or Latino          26                          2                            0.0001
  Asian                       4                           6                            0.5161
  Have worked in a hospital   35                          86                           \<0.0001

HPESS, Health Professions Educators Summer Symposium.

The national survey included 1211 persons who entered the survey and 1067 who completed it for a response rate of 88%. Nine participants did not answer location questions.

The combined results of our three surveys consistently showed that a 'reasonable patient' would want to know an answer to each of the 10 questions presented in our survey ([table 2](#T2){ref-type="table"}).

###### 

Average response levels in three surveys

  ------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  Number and description of survey question\                                                                                                                                                                                                                                                                                                      Student nurses (n=76)\   HPESS group\   National group\   National ranges over 10 income Groups   National ranges over nine regions of the USA
  The percentages of individuals that 'definitely' (5.0) wanted an answer to each question below is shown in bold in the columns                                                                                                                                                                                                                  (% 5.0)                  (n=63)\        (n=1067)\                                                 
                                                                                                                                                                                                                                                                                                                                                                           (% 5.0)        (%5.0)                                                    
  ----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------- ------------------------ -------------- ----------------- --------------------------------------- ----------------------------------------------
  1\. Would you like to know all your treatment choices, including alternatives and risks and benefits of each choice for a patient like you. Your choices may include invasive procedures (surgery, endoscopic procedures, insertion of a medical device), non-invasive treatments, and what happens if you do nothing?                          4.92\                    4.94\          4.58\             4.33--4.97                              4.51--4.65
                                                                                                                                                                                                                                                                                                                                                  **(92%**)                **(95%**)      **(75%**)                                                 

  2\. Drugs that have not been approved by the Food and Drug Administration for your condition are off-label for you. Drugs prescribed off-label are about twice as likely to cause serious side-effects as drugs prescribed on-label. Would you like to know if any drugs prescribed to you are off-label, and what their side effects may be?   4.89\*\                  4.51\          4.40\             4.07--4.71                              4.26--4.57
                                                                                                                                                                                                                                                                                                                                                  **(89%**)                **(67%**)      **(67%**)                                                 

  3\. Drugs assigned a 'black box' warning by the Food and Drug Administration pose an especially serious risk of harm. If you are prescribed such a drug, would you want to know the reasons for the black box warning and if there are alternatives before you take it?                                                                         4.83\                    4.67\          4.57\             4.27--4.92                              4.43--4.69
                                                                                                                                                                                                                                                                                                                                                  **(83%**)                **(79%**)      **(78%**)                                                 

  4\. Decision aids are created to assist patients with complex medical decisions and to help them understand the risks and benefits of treatment options. If there is a decision-aid available for your illness, would you like to review it?                                                                                                    4.66\                    4.65\          4.41\             4.07--4.69                              4.28--4.57
                                                                                                                                                                                                                                                                                                                                                  **(73%**)                **(70%**)      **(61%**)                                                 

  5\. If you are considering an invasive procedure, would you like to know who will be performing it, their skill level, and how trainee doctors, if any, will be involved?                                                                                                                                                                       4.83\                    4.78\          4.49\             4.34--4.82                              4.41--4.63
                                                                                                                                                                                                                                                                                                                                                  **(84%**)                **(84%**)      **(68%**)                                                 

  6\. Assuming you have decided on a procedure or treatment, would you like to know what your total, out-of-pocket costs will be?                                                                                                                                                                                                                 4.71\                    4.60^†^\       4.48\             4.21--4.76                              4.41--4.52
                                                                                                                                                                                                                                                                                                                                                  **(79%**)                **(68%**)      **(69%**)                                                 

  7\. You have a trusted family member that is willing to act as your advocate. Would you like for that person to be present during shared-decision making about your medical care?                                                                                                                                                               4.65\*\                  4.54\          4.31\             4.09--4.69                              4.20--4.43
                                                                                                                                                                                                                                                                                                                                                  **(73%**)                **(62%**)      **(54%**)                                                 

  8\. If you are well enough, would you like to be offered a chance to review and make entries in your medical records each day while you are hospitalised?                                                                                                                                                                                       4.07\                    4.06\          3.98\             3.41--4.23                              3.89--4.11
                                                                                                                                                                                                                                                                                                                                                  **(47%**)                **(48%**)      **(38%**)                                                 

  9\. Before signing any documents permitting invasive, non-emergency procedures would you like to review these at least one full day in advance of the procedure?                                                                                                                                                                                4.29\                    4.19\          4.18\             3.91--4.41                              3.87--4.34
                                                                                                                                                                                                                                                                                                                                                  **(49%**)                **(52%**)      **(47%**)                                                 

  10\. If you are considering an invasive procedure, would you like to know your expected difficulties, recovery times, pain management and restrictions after the procedure while hospitalised and after discharge from the hospital? This includes the risk of infection from the invasive procedure.                                           4.84\                    4.89\          4.60\             4.32--4.85                              4.49--4.70
                                                                                                                                                                                                                                                                                                                                                  **(86%**)                **(90%**)      **(76%**)                                                 
  ------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

4.0 indicates the person 'probably' wants an answer and 5.0 indicates the person 'definitely' wants an answer. The percentage of the 5.0 responses are shown in bold. In the national survey, 71% of the reported income levels were from US\$10 000 to US\$99 000. Of the nine geographic regions of the USA, 54% of responses were from three of those---East North central, South Atlantic and Pacific.

\*n=75.

†n=62.

HPESS, Health Professions Educators Summer Symposium.

[Table 2](#T2){ref-type="table"} allows the reader to view the results in two ways for each of the 10 questions. The first, shown in bold parentheses, is the fraction of responders that indicated that they definitely wanted to know information (5.0 response) or have a certain right to access (eg, medical record access). The second way to view results, in black lettering, indicates the numerical mean of all responses in each of the three surveys and the ranges of the means sorted by income groups and regions of the USA in the national survey. We used ranges as a measure of dispersion around the national means because it is likely lay readers will understand this more readily than the results of our formal statistical analysis. The three distinct surveys compare well regarding the wishes of patients. The highest intensity of desire to have an answer was to question 1 (know all treatment choices) in all three surveys (range 4.58--4.94). In all three surveys, the lowest intensity of desire to have an answer was to question 8 (medical record access) (range 3.98--4.07), and the second lowest intensity was to question 9 (advanced review of documents) (range 4.18--4.29). Even the lowest intensity desire for an answer was near 4.0, which implies that on weighted-average basis, the putative reasonable patient would *probably* want to have access to his medical record and be able to make entries.

Below we provide brief descriptions of the statistical analyses and factor analyses for each of the three surveys. The details of these analyses are in supplementary files. Question numbers are found in [table 2](#T2){ref-type="table"}. Statistical analysis of the responses to survey questions obtained from student nurses ([online supplementary file 5](#SP5){ref-type="supplementary-material"}) revealed no significant differences among age groups, level of education, experience working in a hospital, or between genders, in their responses to any of the 10 questions. Not considering 'another race' as a response suitable for comparisons, the only differences in pairs were for question 1. 'White or Caucasian' was different from 'Black or African American' (p=0.011) and 'Black or African American' was different from 'Asian or Asian American' (p=0.020).
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Factor analysis with principal component factoring identified three factors each with Eigenvalues greater than 1, which cumulatively accounted for 64% of total variance among responses provided by the student nurses. Varimax factor loading of three factor variables labelled as 'knowledge', 'participation' and 'total cost' were generated and analysed as above for differences in responses among groups ([online supplementary file 6](#SP6){ref-type="supplementary-material"}). No significant differences were found among age groups, levels of education, or between genders, in their responses to any of the factor variables. The only significant differences, again disregarding comparisons to 'Another race', existed among races and ethnicities in their responses associated with 'knowledge' (p=0.0091) where 'White or Caucasian' differed from 'Black or African American' (p=0.0211).
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The responses of the HPESS survey did not differ significantly between genders, or among various ethnicities for any of the ten questions ([online supplementary file 7](#SP7){ref-type="supplementary-material"}). Responses differed significantly among age groups only for questions 1 (p=0.0171) and 2 (p=0.0024). Responses differed significantly by education level for questions 1 (p=0.0015), 2 (p=0.0139), 3 (p=0.0170) and 10 (p=0.0347). Among respondents to the HPESS survey, significant differences in responses to questions 1 (p=0.003), 2 (p=0.0024) and 5 (p=0.0002) were provided by respondents who differed according to their employment as hospital workers.
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Factor analysis of the HPESS data with principal component factoring identified no statistically significant differences for either of two factor variables 'knowledge' and 'participation' when responses were compared by age, gender, or level of education ([online supplementary file 8](#SP8){ref-type="supplementary-material"}). A significant difference among ethnic groups was found for 'knowledge' (p=0.0394) but post hoc analysis with Dunn's test failed to identify any pairs of groups that differed significantly.
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In the national survey, responses differed significantly for all questions among age groups (p=0.001 for questions 1--7 and 10; p=0.0041 and 0.0052 for questions 8 and 9, respectively), between genders (p=0.001 for questions 1, 2, 4, 7, 8 and 10; p=0.0043, 0.0002, 0.0030 and 0.0014 for questions 3, 5, 6 and 9, respectively) ([online supplementary file 9](#SP9){ref-type="supplementary-material"}). Significant differences for questions 1 (p=0.0001), 2 (p=0.0384), 3 (p=0.0047), 4 (p=0.0037) and 6 (p=0.0190) were found among groups that differed by income level. Question 9 (p=0.0473) was the only question for which responses differed significantly among regions of the USA. Several salient generalisations from these comparisons are apparent. When comparing responses among various age groups, differences were found among all ages groups for most questions. When significant differences were found among responses of groups of differing income levels the differences, most often, were between group 1 and the other groups. Differences between regions, in response to question 9, were most often between regions 1 and 2 and the other regions.
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Factor analysis of the national data with principal component factoring demonstrated significant differences among the age categories for both factor variables ('knowledge' and 'other', p=0.0001 for both variables) ([online supplementary file 10](#SP10){ref-type="supplementary-material"}). All groups differed significantly from each other, with the exception of group 4 versus group 5 for the factor variable 'other'. For both factor variables the differences in responses of the genders are very highly significantly different (p\<0.0001). When considering responses from groups of differing income levels, significant differences were found for the variable 'knowledge' (p=0.0005). Most of the differences among pairs are between group 1 and other groups and between group 3 and other groups. There were no significant differences in responses to factor variables among regions.
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Discussion {#s5}
==========

Despite the different demographics in the two targeted surveys ([table 1](#T1){ref-type="table"}), especially in age, education level and hospital work experience, the responses were comparable in the two groups ([table 2](#T2){ref-type="table"}). Only one of the 10 questions (number 2) had a response level that differed by more than 0.20 units. This was the question of whether a reasonable patient would want to know about any off-label drugs prescribed. The difference was 0.38 units. The higher education level and more hospital experience of the HPESS Community may have made this group slightly less concerned about the additional risk that may be associated with off-label prescriptions. Statistical analysis of the nurse-student survey revealed two paired demographic differences. Two race/ethnic pairs (white vs black and black vs Asian) were associated with differences in intensity of response to question 1, which is about knowing all choices for treatment including risks and benefits. Statistical analysis of the HPESS community survey disclosed differences between pairs in the age, education-level and hospital-work-experience groups. While these statistical findings may be interesting, the reality is that the core message remains unchanged: patients of all types studied wish to know many details about their care choices when facing the possibility of an invasive procedure.

The results of the national survey regarding demographics of gender ([figure 1](#F1){ref-type="fig"}) and age ([figure 2](#F2){ref-type="fig"}) demonstrated distinct trends for all 10 questions. Without exception, women wanted more information than men, and older adults wanted more information than younger adults. Similarly, statistical analysis supported associations between age and gender on the intensity of responses to most questions, and it revealed an effect of income for some of the survey questions. The gender associations may be due to women being higher users of hospital care and hospitals tending to offer many more services targeted to women than to men.[@R14] Older adults may be more likely to be cautious compared with younger adults because of more lifetime hospital experiences.

![National intensity scores above 4.0 versus question number for gender differences in the national survey. Responses came from 497 males and 570 females.](bmjopen-2019-028957f01){#F1}

![National intensity scores above 4.0 versus question number for age differences in the national survey. Responses came from 297, 230, 343 and 197 people in the four respective age groups.](bmjopen-2019-028957f02){#F2}

Our survey provides insight into some patient concerns that are not typically part of informed consent. In the wake of the opioid epidemic, the public is more aware of the potential dangers of prescription drugs. Thus, it should not be surprising that patients would want to know if the drugs prescribed to them are off-label or have a black-box warning. The US Food and Drug Administration assigned 'black box' warnings to immediate-release opioids in 2016.[@R15] There is also growing attention to surprise medical bills in the USA, so a reasonable patient would likely to want an estimate of his out-of-pocket costs. Inordinate out-of-pocket costs, especially those that lead to bankruptcy, may have an adverse effect on clinical outcomes.[@R16] Hospital administration staff could assist with providing cost information. The opportunity to review and make entries in one's medical record, while not part of the informed consent process, may relate. Many patients want to ensure that the data being recorded are accurate and complete; moreover, many desire access to their data as a means of gaining a better understanding of their condition and engaging with their providers. Encouraging this access can convey strong support for the view that the patient is an integral part of his care team.

There is an important connexion between informed consent and the overuse of medical procedures. The overuse of PCI in the USA is a prime example. Patients that may need PCI were less likely to choose this invasive option when they were better informed about their care options during hospitalisation.[@R17] A study of patients in Northern England that may need PCI concluded that there is 'a mismatch between legal and ethical principles of informed consent and current practice. The variation in patients' experiences of the current place of informed consent in service delivery represents a missed opportunity for cardiologists to work in decision-making partnerships with patients. In light of recent changes in the law \[to the reasonable patient standard\], a new approach to informed consent is required'.[@R18]

The history of legally defined informed consent for invasive procedures has evolved from a totally physician-centred concept (before the Era of Enlightenment) in which deception of the patient was deemed necessary, to the point where the process has now become patient-centred, in principle. A brief summary of some of the court decisions pertinent to involvement of the patient points to the next step in informed consent, which we feel we have defined with our survey.[@R19] As early as 1914, a New York court established that an 'adult in sound mind has the right to determine what shall be done with his own body'. This was reinforced in 1960 by the decision of a court in Kansas that the patient, not the physician, must make the final decision about any operation. Of course, the patient's decision may be biassed by receiving limited information from the physician. Two court decisions in 1972, one in California and the other in Washington, DC, determined that the patient must be informed of pertinent risks of surgery and have the alternatives revealed to him or her. In 1983, a New Jersey court ruled that if a surgeon, other than the one the patient selected, performs the surgery, then the surgeon that obtained consent, but did not perform the surgery is liable for malpractice. The surgeon performing the surgery is liable for battery. The importance of the side effects of a drug (prednisone) came to a Massachusetts court's attention in 1986 when a patient suffered serious adverse effects of this drug used after eye surgery. It seems there was controversy about whether the physician should have known about the possible side effects, and then disclosed this potential complication of the drug to the patient.

While our survey questions originated primarily from adverse experiences of patients, it is clear that court decisions have pointed the way to a new era of the patient's voice being heard in the context of shared-decision making and informed consent. That voice says to clinicians who would perform an invasive procedure, "We patients want to know more than you have been telling us". We want to know all of our choices and their risks and benefits, we want to know the risks and benefits of drugs prescribed to us and devices placed in us, we want to view decision aids when available, we want to know the skill level of the physician(s) performing our procedure, and we want to know our costs. Moreover, we want an advocate present during shared-decision making, we want full access to our medical records, we want to review consent documents at least 24 hours before signing them, and we want to know the expected outcomes of the invasive procedure to include recovery times, pain management and infection risks.

Limitations {#s6}
===========

In order to respect the time of responders to our survey, we limited it to 10 questions applicable to an informed consent discussion in a hypothetical situation. In real clinical settings, it is likely that our 'template' will need to be augmented with questions specific to the situation the patient faces. These should be designed to elicit the patient's preferences. We also recognise that some of the answers are out of the clinician's hands; for example, clinicians in the USA are seldom going to know the patient's out-of-pocket costs. We also recognise that clinicians may need the assistance of pharmacists in conveying the benefits, risks, and alternatives to off-label or black-box-warning drugs. Surveys like ours involving a hypothetical scenario may be limited because in a real and stressful situation a patient may simply want to trust doctors' recommendations or may be afraid to ask too many questions. In a sense, our hypothetical 'reasonable patient' has become a 'frightened patient' when placed in a real situation, but that does not mean that he or she does not want to know answers to the all the questions in our survey.

Selection bias is always a possibility in surveys such as ours. Survey takers were recruited from the three different groups to which we had access. One clear bias is that the survey platform was electronic and written in English, eliminating any potential responses from people that do not have electronic access or do not read English well enough to participate in the survey. The number of adult Americans who cannot read has been estimated at about 32 million.[@R20] Our results do not apply to populations outside the USA where there may be higher or lower trust of the healthcare delivery system, or where people are desperate to get any medical care. Despite large demographic differences in the smaller survey populations ([table 1](#T1){ref-type="table"}) and the different methods of recruitment in all three surveys, the consistency of the results across the three surveys suggests that the data in [table 2](#T2){ref-type="table"} are representative of the majority of people living in the USA.

Conclusions {#s7}
===========

Through two targeted surveys and a US national survey, we have affirmed that a reasonable patient will want to know far more information than is generally conveyed during typical shared-decision making that leads to no more than a partly informed decision by the patient. Survey respondents wanted to know risks and benefits of all treatment options, the risks and benefits of off-label and box-warning drugs. They wished to view decision aids, know precisely who will perform the procedure, and their anticipated out-of-pocket costs. Their desire was for an advocate to be present during shared-decision making, have periodic opportunities to review their medical record, have a full day to review informed-consent documents, and to be made aware of expected outcomes and restrictions after the procedure. We expect our findings to have implications for what defines a reasonable patient standard for informed consent.
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